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- The MAILING DATE of this communication appears on the cover sheet with the c rrespondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K Responsive to communication(s) filed on 08 August 2003 . 
2a)[3 This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1 and 3-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1 and 3-13 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Pri rity under 35 U.S.C. §§119 and 120 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)(EI All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. E] Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 
a)_DJIheJranslation-otthe-foreign-lang 



15)D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) O Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 7 



Application/Control Number: 09/786,060 Page 2 

Art Unit: 1743 

DETAILED ACTION 

Claims 1 and 3-12 are currently pending in the application. 

Claim Refections - 35 USC§ 112 

1 . Tke following is a quotation of the second paragraph of35U.S.C. 112: 

Tke specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 1 and 3-12 are rejected under 35 U.S.C. 112/ second paragraph, as heing 
incomplete for omitting essential steps, such omission amounting to a gap hetween the steps. 
See MPEP § 2172.01. The omitted steps are: a step detailing the preparation of known 
standards and a comparison of the known standards and the memhrane fluidity/ circular 
dichroism to formulate a grapkical relationskip. Suggested claim language to alleviate tke 
prohlem is as follows: 

A metkod (as currently written). . ., 

measuring (as currently written) . . . 

preparing a plurality of lots of solutions, eack solution kaving a unique, known value of 
said pkarmacokinetic parameter; 

measuring tke memhrane fluidity or circular dichroism of said plurality of lots of 
solutions; 

preparing a graphical correlation for said plurality of lots of solutions, said correlation 
heing he tween the memhrane fluidity or circul ar_dichroisrrLand-said-unique,-known-value-of-said — 
pharmacokinetic parameter. 
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Response to Arguments 

3. Applicant's arguments; see pages 31-32 of Paper No. 6, filed 8/8/2003, with respect to 
the rejection of claims 1-12 under 35 USC 112, 2 ntl paragraph have heen fully considered and 
are persuasive. Tke rejection of the claims has teen withdrawn. 

Allowable Subject Matter 

4. Claims 1 and 3-12 would he allowable if rewritten or amended to overcome the 
rejection(s) under 35 U.S.C. 112, second paragraph, set forth in this Office action. 

Conclusion 

5. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of tke extension of time policy as set fortkin37 CFR 1.136(a). 

A skortened statutory period for reply to tkis final action is set to expire THREE 
MONTHS from tke mailing date of tkis action. In tke event a first reply is filed witkin TWO 
MONTHS of tke mailing date of tkis final action and the advisory action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will he calculated from the mailing date of the advisory action. In no event, 
nowever, will the statutory period for reply expire later tkan SIX MONTHS from tke date of tkis 
final action. 
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Any inquiry concerning tkis communication or earlier communications from tne 
examiner skould be directed to Monique T. Cole wkose telepkone numker is 703-305-0447. 
Tke examiner can normally be reacked on Monday-Tkursday from 6:30 A.M. to 4:00 P.M. 

If attempts to reack tke examiner by telepkone are unsuccessful, tke examiner's 
supervisor, Jill Warden can be reacked on 703-308-4037. Tke fax pkone number for tke 
organization wkere tkis application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to tke status of tkis application or proceeding 
skould be directed to tke receptionist wkose telepkone number is 703-306-0661. 

Monique T. Cole 
Examiner 
Art Unit 1743 

MC tit 

Superyfsbry Patent Examiner 
Technology Center 1700 



